e A T L g | e = TR T B i e . T S —, [ ——

KPATKA XAPAKTEPACTHKA'HAFIPOMERIE 10 TEXAPLTIATA

i Pl TR T ﬂ_ﬂmfi

P 1 T R LT gy skt L AT —Er——

KOAMKA XapakMepuemiiKa Ha npegyxkma  [loussxoHue

1. HUME HA JIEKAPCTBEHMUS ITPO TVKT KoM P2, No oo e e

Paspeuiere Ne 63 o ?' n 3 _m_ 2023
 BGMAMP - L /e,

‘ Joospe=ue Ne ... v rr——a—aas SO e |'

L . -y

IIpocnan 7 mg/ml cupon
Prospan 7 mg/ml syrup

.

2. KAYECTBEH U KOJIJUMECTBEH ChCTAB
1 ml cupon ceabpika 7 mg Cyx eKCTpakT OT JIMCTa Ha OpeuLie (Hedera helix L., folium) DER (5-7,5:1)
Excrparent: eranon 30 % (06./06.)

IloMo1Ho BelnecTBO ¢ U3BecTHO AelcTBHE: COPOHTON
3a MBJIHUS CTTHCHK HA OMOLIHMTE BEIISCTBA BHYKTE TOUKA 6.1

3. JIEKAPCTBEHA ®OPMA

Cuaporn
Ceetno-kads, cnaGo onanecumpani CHpon ¢bC CIAABK [IONOB BKYC H apoMar.

4. KIMHWYHU TAHHH

4.1 TepaneBrHuHR NOKAZaAHUS

ITonoGpsBaHe Ha CHLCTOSHHETO [IPH XPOHWYHH BE3NAIUTENHH OpOHXUATHY 3a00/9BaHUS; OCTPH
BBE3NANCHHUS HA DECNUPATOPHUA TPAKT, IPHAPYKEHH ¢ KalUWAHUA.

4.2 JI0o3UpPOBKA H HAYHH HA IIPHIOKEHHE

- Aela 0T 2 10 5 rojuHu npHeMar no 2,5 ml 3 netH aresno (52,5 mg Cyx eKCTPaKT OT JIHCTA Ha
OpbuINaH),

- feua or 6 1o 9 roaunu npueMar no 5 ml cupon 3 meTH gHEBHO (105 Mg CYX €KCTPAKT OT JIHCTA
Ha Opblign).

- BB3pacTHu v aeua Hag 10 roamns npuemar no 5 ml ot cupona 3 neTy gueBHo (105 mg cyx
CKCTPAKT OT JIMCTA Ha OPBULIAH). AKO € HEOOXOAUMO, 03aTa 3a BB3PACTHH MOXKeE Ja Obe
ysenuyena ao 7,5 ml tpu meT auesHo (157,5 mg cyX eKCTPaKT OT JIMCTA Ha GPBILILIH).

Jla ce u3non3ea npiIokKeHaTa MEpHTENHA YAIKA.

* Ilpocnan cupon e npomusonoxazan 3a ynompeba npu deya noo 2 2o0unu!
CuponsT ce npuema CyTpHH, (o o6s1) 1 BEYED.

[lpogwiokuTenHOCTTa Ha IEYEHHETO 3aBHCH OT BHIA M TEKECTTa Ha CHMITTOMHETE, HO TpsabBa aa
NPOABIKY MOHE €1Ha CEAMHULA, JOPH M IIPH JIEKH BE3NATCHHS HA PECIHPATOPHHSA TPAKT.

3a a UMa TeparHsTa TPAeH yCrex, JJeYeHHeTO TpAOBa J1a IPOABIDKH 2-3 AHH Clie] OT3BYYaBaHE Ha
CUMITOMHMTE.

4.3 TIporuBonokazaHMs

CBPBXYYBCTBHTEIHOCT KbM AKTHBHOTO BEIECTBO MM KbM HAKOE OT [IOMOLLH
TOuYka 6.1.




Crabpxka copbuTon. Ako ce crazga AO3HPOBKATa 33 BB3PACTHM, IIPH BCEKH MPHEM ce roemar 2,9 g
copburon (7,5 mi).

ITanmenTH ¢ BpogeHa HEOHOCHMOCT KM $pyKro3a He TpsaGBa 1a npHeMAat To3u NICKAPCTBEH MPOIYKT.
He e nokasan npu neua ua se3pact nop 2 FOLAHHH, TIOPAZld PUCK OT BIIOLMABAHE HA PECTIHPATOPHUTE
CUMITTOMH.

44 Cuoennanunm MPEAYNPERACHAS H OPeNa3HY MEPKH NpH ynorpeta

I'sh kato Hsma nocrarsuno M3NHTBANMS 33 ynoTpebata Ha TO3H JIEKAPCTBEH MPORYKT npu aeua tog 10
FOAHHH O OTHOLIECHHUE €CTECTBOTO M YECTOTATA HA HEIKE[AHITE PCaKIHH, NIPH Ta3M BB3PacTOBA I'PyIIa,
TOH TpAGBa fa ce preMa caMo 1o/1 BHEMATEeIHO JIEKApCKO HaOmoneHue.

OOBpHeTe BHMMaHUE Ha HH(pOPMaNHATa, AazieHa B Touka 4.8 “Heskenann NIEKapCTBEHH peaKLHK™.

AKO OILIAKBAHKATA NPOXBIDKABAT UIH CE MOLBU safiyX, TEMNCPaTypa, KakTo H IHOMHHA WM KbPBEHHCTA
CKCTIEKTOpaLud, TpaOBa He3abaBHO na ce IOTBPCH KOHCYNTALMA C JieKap.

4.5 Bzaumogeiicrsue ¢ APYrH JICKAPCTBEHH NPOAYKTH # APYTH GOPMH HA BIAHMOACHCTRHE

Hocera ve ca nssectHH MposBY Ha Heske ANy ICKapPCTBEHY peakUMH 1IpH eAHOBPEMEHHATA yioTpeba Ha
IIpocnan crpon ¢ apyru JIeKapcTea,

4.6 ®epraamter, Gpemennoct u KhpMeHe

Hopanu nuncara ua nawnm, mo BpeMe Ha OPEMEHHOCT M KhpMeHe POLYKTHT MOXKE 14 e ynorpebsasa
CaMO CJIeA KOHCYITANMA C JIeKap.

4.7 EdexTtH BBpXy cnocofHOCTTA 39 wodupane n padora ¢ MaAIIHHA
Hsma Baussme ppxy criocobrocTTa 38 mogpupane U paboTa ¢ MALTHHA.
4.8 Hexenann JIEKAPCTBEHYH PeAKIHH

HecTorara Ha HexenanuTe JICKAPCTBEHH PEAKUMH € OMPEENeHa CIIOPe] ClEaHATA KJIaCH(DHKALMA:
MHoro yectu (>1/10)

Hectu (>1/100 mo <1/10)

Heuectu (>1/1 000 no <1/1 00)

Peaxu (>1/10 000 no <1/1 000)

Mmoro peaxu (<1/10 000)

C HeusBecTHa yecToTa (OT HATMYHUTE TaHHH HE MOXKe na Ob/Jie HalpapeHa OLICHKA)

Cmomauino-upegnu HAPVeH U
MHoro pegku:

Moske na HacTbIM NakcaTHBen SEKT MOPAIH ChABPKAHHETO HA copburon.
I1pu mauuenTH ¢ moBMIDEHa YYBCTBUTENHOCT MOraT A2 BE3HMKHAT CTOMAWIHO-YPEBHY OIMJIAKBAHMA.

Hapywenus na xoxcama u nookoxcuama moran
MHoro penku:
AJIeprudHy peakymu
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NPOAYKT € BaycHO. ToBa nossonsea fa NPOABIDKY HAOIIOACHHETO HA CHOTHOIIE [AFYPRCR 3d, 2
ICKAPCTBCHUA NPOAYKT. OT MEXHUNMHCKUTE CIIELHATHCTH ce H3UCKRA Oa CHOOII st quggmp HYt !
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HM3nsaauTeIHg ATEHIIMS 110 JIEKaECTBaTa

Coousa 1303, yn. Jlamsn I'pyes 8
Ten.: +359-28903417
yeOcaiT: www.bda.bg

4.9 IIpemozupane

Mla He ce npeBuLIIaBa npenoprYaHara n03a. IIpreMBT Ha 3HAYMTEIHO MO-TONEMH KOITHYECTBA (Ha,l TpH
[TBTH HOBEHC OT JHEBHATa 103a) MOKe Aa MPHYHAH TafeHe, IOBPBIIAHE, AxapHs H Be30yaa.

B TakuBa cryvau ce w3KckBa He3abapHa KOHCYJITALMA C JICKap.

IIpu npenosupaue nevenneTo e CUMITOMATHYHO,

5.  PAPMAKOJIOIHYHH CBONCTBA
3.1 ®apmakoguHaMHYHH CBOlicTBA
(bapmakoTepaneBTHUHA rpymna: Excnexropanti, ATC ko ROSCA 12

BPOHXOIMTHIHHAT eleKT Ha JIeKaPCTREHHA NPOAYKT € A0Ka3aH [PH KIHHWYHH IPOYYBAHH.
EKCTIGpHMEHTATHKTE NPOYYBAHKS [IPH XXHUBOTHH MOKA3BAT CIIA3MOTHTHYCH edexT.

Excnekropupainuar edexr ce by HaH-BEPOATHO HA MApacHMIIATHKOBA pedIIeKTOPHA CTHMYJIAlHs Ha
HAKICIUCTUTE CTPYKTYPH B OPOHXMANHATA THIABHIA B PE3Y/ITAT HA TBPBOHAYAITHO APA3HEHE Ha
BaryCOBHTE PEUCIITOPH B CTOMALIHATA JIHTaBHIA.

bropH3HYHHTE W UMYHOXHCTOXHMHYHMTE in Vitro NpOy4BaHHA MOKA3BAT, Y€ (-XEACPHUH MMOATHCKA
MHTEPHATH3AUKATA HA [3;-apEHEPTUYHHTE PELIENTOPH — AOPH B YCIIOBHA Ha HHTCH3WBHA CTUMYJalUs — B
MemOpaHaTa Ha angeonounture OT [I THIT.

5.2 PapMaKOKHHETHUHM CBOHCTBa
Hsama npoyusanms 3a hapmakokuHeTHKA H GHOHATUYHOCT.
3.3 IlperxsTHMHYHHM AanHHu 32 Ge30mMACHOCT

Hpu TecroBe 3a ocTpa TOKCHUHOCT BBPXY PasNIHYHH XKHBOTHHCKW BH/IOBE C €KCTPAKT OT OPBLLIAH He ca
HAOJIIONABAHM TOKCHYHM CHMITTOMM PH OPaAJTHO NPUIIOKEHHE ¢ 103K A0 3 g/kg TenecHo Terno win npH
NOAKOXKHO NpAnoikeHue ¢ no3a jgo 0,5 g/kg tenecHo tero.

[Tpu npoyuBaHHs 33 XpOHHYHA TOKCHYHOCT 32 MEePHOA OT 3 MEceLla CYXHAT EKCTPAKT OT OPBUUILH €
TpUIIaran Epopanto BpXyY niabxoee Wistar B cpejiHd 1osH ot 30-750 mg/kg TenecHo Tero.
YCTaHOBEHO €, Ue opU MaKCHMANHATA 71033 ¢e NOHACS nobpe W He ca YCTAHOBEHH HHTO OPTaHHH
YEPEHKIAHKA, HUTO IPYIH NATONOTHYHH W3MEHEHUA NIPH KUBOTHHTE. EAMHCTREHAT pa3ikKa B
“PaBHCHHE C KOHTPOTHATA TPyNa ¢ 00paTUMO MOBHIIABAHE HA XEMATOKPHTA M CAMO IIPH OIIE [10-BUCOKH
A03H — HamanaBane Ha [CSH cexpenusra.

6. PAPMALEBTUYHHA JAHHH
6.1 Cnucbk Ha NOMONIHATE BelecTBa
Kanues copbar,

JTHMOHEHA KHCEITHHA,
KCaHTaHOBA I'yMa,




apomar Ha 4yepella,

TedeH copbuton 70% (kpucranusupaln),

npe4yrcTeHa Boja.

2,5 ml ot cupona cwaspxkat 0,963 g copdurton = 0,08 x71€0HM € AUHHLIH.
6.2 HechBMECTHMOCTH

Henpunoxumo.

6.3 Cpok HA rogaocT

3 roanHN.

6.4 CroenuaJHH YCJI0BHS HA ChXPaHEHHE

Jla ce cbXpaHsBa B OPUIHHAIHATA OMAKOBKA Ha CYXO MACTO Npu TeMmnepatypa noa 25° C!
Ja ce cbxpaHsaBa Ha MACTO, HEOCTHITHO 3a LA,

6.5 BnaucpagbpKaHHe HA ONNAKOBKATA

100 ml cypon B kadsira cTbKiieHa OYTHIKA.

200 ml cupon B kadsiBa crbkileHa OyTHIKA

He Bcruxky BUIOBE ONakoBKHA Morar Ja ObJaT nycHaTH B npoaaxba.

6.6 CrennajHH NpeANA3HH MePKH PH U3XBLPJIHHE H padboTa

Hsma crieManimy M3uMCKBaHW

7. IIPUTEXXATEJI HA PASPEINEHUETO 3A YIIOTPEBA
Engelhard Arzneimittel GmbH & Co. KG
Herzbergstrasse 3

61138 Niederdorfeiden,
['epmanus

8. HOMEP HA PAZPEIIEHUETO 3A YIIOTPEBA

Pernctpaioned Ne 9700340

9. JATA HA IThbPBO PA3SPEINABAHE/MIOJHOBSABAHE HA PAZPEHIEHHETO 3A
YHOTPEBA

JlaTta Ha mupBO paspewasane: 04 apryct 1997 r.
Jlara na nocneHo nogHoBsBaHe: 25 HoeMBpH 2008 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

09/2023



